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the product. The adverse health effects 
of these chemicals to children include 
chemical poisoning from ingestion of 
the chemicals, pneumonia from aspira-
tion of the chemicals into the lungs, 
and skin and eye irritation from expo-
sure to the chemicals. The chemicals 
may also be combustible. 

(c) Guidance. (1) Under the Federal 
Hazardous Substances Act (FHSA), 
products that are toxic or irritants and 
that may cause substantial injury or 
illness under reasonably foreseeable 
conditions of handling or use, including 
reasonably foreseeable ingestion by 
children, are ‘‘hazardous substances.’’ 
15 U.S.C. 1261(f)(1). A product that is 
not intended for children, but that cre-
ates a risk of substantial injury or ill-
ness because it contains hazardous 
chemicals, requires precautionary la-
beling under the Act. 15 U.S.C. 1261(p). 
A toy or other article intended for use 
by children that contains an accessible 
and harmful amount of a hazardous 
chemical is banned. 15 U.S.C. 
1261(q)(1)(A). In evaluating the poten-
tial hazard associated with children’s 
products that contain hazardous 
chemicals, the Commission’s staff con-
siders certain factors on a case-by-case 
basis, including: the total amount of 
the hazardous chemical in a product, 
the accessibility of the hazardous 
chemicals to children, the risk pre-
sented by that accessibility, the age 
and foreseeable behavior of the chil-
dren exposed to the product, and the 
marketing, patterns of use, and life 
cycle of the product. 

(2) The Commission’s staff has identi-
fied a number of liquid-filled children’s 
products, such as rolling balls, bubble 
watches, necklaces, pens, paper-
weights, maze toys, liquid timers, and 
keychains, that contain hazardous 
chemicals. In several of these cases, 
the staff determined that these prod-
ucts violated the FHSA because they 
presented a risk of chemical poisoning 
and/or chemical pneumonia from aspi-
ration. This determination resulted in 
recalls or in the replacement of those 
products with substitutes, as well as in 
agreements with the manufacturers to 
discontinue the use of hazardous 
chemicals in liquid-filled children’s 
products in future production. The 
Commission believes that these haz-

ardous substances pose a risk to young 
children and, consequently, manufac-
turers should not have included them 
in the product design or manufacturing 
process. 

(3) Therefore, the Commission con-
siders the use of hazardous chemicals 
in children’s products such as those de-
scribed above to be ill-advised and en-
courages manufacturers to avoid using 
them in such products. Further, the 
Commission recommends that, before 
purchasing such products for resale, 
importers, distributors, and retailers 
obtain assurances from the manufac-
turers that liquid-filled children’s 
products do not contain hazardous liq-
uid chemicals. 

[63 FR 70648, Dec. 22, 1998] 

§ 1500.232 Statement on animal testing 
policy. 

(a) Summary. (1) The U.S. Consumer 
Product Safety Commission issues this 
statement of policy on animal testing 
and alternatives to animal testing of 
hazardous substances regulated under 
the Federal Hazardous Substances Act 
(FHSA). The FHSA requires appro-
priate cautionary labeling on certain 
hazardous household products to alert 
consumers to the potential hazard(s) 
that the products may present. Among 
the hazards addressed by the FHSA are 
toxicity, corrosivity, sensitization, and 
irritation. 

(2) In order to determine the appro-
priate cautionary labeling, it is nec-
essary to have objective criteria by 
which the existence of each hazard can 
be determined. Hazards such as tox-
icity, tissue corrosiveness, eye 
irritancy, and skin irritancy result 
from the biological response of living 
tissue and organs to the presence of the 
hazardous substance. One means of 
characterizing these hazards is to use 
animal testing as a proxy for the 
human reaction. In fact, the FHSA de-
fines the hazard category of ‘‘highly 
toxic’’ in terms of animal toxicity 
when groups of 10 or more rats are ex-
posed to specified amounts of the sub-
stance. The Commission’s regulations 
under the FHSA concerning toxicity 
and irritancy allow the use of animal 
tests to determine the presence of the 
hazard when human data or existing 
animal data are not available. 
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(3) Neither the FHSA nor the Com-
mission’s regulations requires animal 
testing. The FHSA and its imple-
menting regulations only require that 
a product be labeled to reflect the haz-
ards associated with that product. If 
animal testing is conducted, Commis-
sion policy supports limiting such tests 
to a minimum number of animals and 
advocates measures that eliminate or 
reduce the pain or discomfort to ani-
mals that can be associated with such 
tests. The Commission has prepared 
this statement of policy with respect 
to animal testing to encourage the 
manufacturers subject to the FHSA to 
follow a similar policy. 

(4) In making the appropriate hazard 
determinations, manufacturers of prod-
ucts subject to the FHSA should use 
existing alternatives to animal testing 
whenever possible. These include: prior 
human experience (e.g., published case 
studies), in vitro or in silico test meth-
ods that have been approved by the 
Commission, literature sources con-
taining the results of prior animal test-
ing or limited human tests (e.g., clin-
ical trials, dermal patch testing), and 
expert opinion (e.g., hazard assessment, 
structure-activity analysis). If a manu-
facturer or other entity performs a 
hazard test for FHSA labeling purposes 
that has not been previously approved 
by the Commission, CPSC staff will 
consider the data on a case-by-case 
basis and, upon review, determine 
whether to post the test method on the 
animal testing Web site. The Commis-
sion recommends resorting to animal 
testing only when the other informa-
tion sources have been exhausted. At 
this time, the Commission recommends 
use of the most humane procedures 
with the fewest animals possible to 
achieve reliable results. Recommended 
procedures are summarized in the fol-
lowing statement and can be accessed 
on the Commission’s Web page at: 
http://www.cpsc.gov/library/ 
animaltesting.html. If a manufacturer or 
other entity performs a hazard test for 
FHSA labeling purposes that has not 
been previously approved by the Com-
mission (e.g., an ICCVAM-rec-
ommended test method or one of the 
tests described in the current version 
of the FHSA), CPSC staff will consider 
the data on a case-by-case basis and, 

upon review, determine whether to 
post the test method on the animal 
testing Web site. 

(b) Statement of policy on animal test-
ing. (1) Neither the FHSA nor the Com-
mission’s regulations requires animal 
testing. Reliable human experience al-
ways takes precedence over results 
from animal data. In the cases where 
animal tests are conducted, the Com-
mission prefers test methods that re-
duce stress and suffering in test ani-
mals and that use fewer animals while 
maintaining scientific integrity. To 
this end, the Commission reviews rec-
ommendations on alternative test 
methods developed by the scientific 
and regulatory communities. Current 
descriptions of test method rec-
ommendations approved by or known 
to the Commission can be accessed via 
the Internet at: http://www.cpsc.gov/li-
brary/animaltesting.html. The Commis-
sion strongly supports the use of sci-
entifically sound alternatives to ani-
mal testing. The following parts of this 
section outline some of these alter-
natives. Testing laboratories and other 
interested persons requiring assistance 
interpreting the results obtained when 
a substance is tested in accordance 
with the methods described here, or in 
following the testing strategies out-
lined in the section, should refer to the 
Commission’s animal testing Web page 
at: http://www.cpsc.gov/library/ 
animaltesting.html. 

(i) Acute toxicity. The traditional 
FHSA animal test for acute toxicity 
determines the median lethal dose 
(LD50) or lethal concentration (LC50), 
the dose or concentration that is ex-
pected to kill half the test animals. 
Procedures for determining the median 
LD50/LC50 are described in section 
2(h)(1) of the Act and supplemented in 
§ 1500.3(c)(1) and (2) and the test method 
outlined in § 1500.40. The Commission 
recommends in vitro alternatives over 
in vivo LD50/LC50 tests, or using modi-
fications of the traditional LD50/LC50 
test during toxicity testing that reduce 
the number of animals tested whenever 
possible. Data from in vitro or in silico 
test methods that have not been ap-
proved by the Commission may be sub-
mitted to the Commission for consider-
ation of their acceptability. Commis-
sion-approved testing alternatives are 
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identified on the Web site at: http:// 
www.cpsc.gov/library/animaltesting.html 
and include: 

(A) In vitro and in vivo test methods 
that have been scientifically validated 
and approved for use in toxicity testing 
by the Commission; 

(B) Valid in vitro methods to estimate 
a starting dose for an acute in vivo test; 

(C) A sequential version of the tradi-
tional LD50/LC50 tests described in 
§ 1500.3(c)(1) and (2) and the test method 
described in § 1500.40, in which dose 
groups are run successively rather than 
simultaneously; 

(D) A limit-dose test where the LD50/ 
LC50 is determined as a point estimate, 
which can still be used to categorize a 
hazard, although it gives no informa-
tion on hazard dose-response. In the 
limit test, animals (10 rats) each re-
ceive a single dose of product at 5g per 
kilogram of body weight. If not more 
than one animal dies in 14 days, the 
product is considered to have an LD50 
of greater than 5g/kg, and thus, deemed 
to be nontoxic. Only if two or more 
animals die is a second group of 10 rats 
tested (at a lower dose). This procedure 
reduces the number of animals tested 
from the 80 to 100 animals involved in 
a full LD50 test to, typically, 10 to 20 
rats per product. This reduction in the 
number of animals tested is justified 
because an exact LD50 is not required 
by either the FHSA or the regulations. 
The FHSA requires only a categorical 
determination that the toxicity is 
greater than 5g/kg, between 50 mg/kg 
and 5g/kg, or less than 50 mg/kg. 

(ii) Dermal irritation/corrosivity. An ac-
ceptable in vitro test method or weight- 
of-evidence analysis is recommended 
before in vivo dermal irritation testing 
is considered to determine appropriate 
cautionary labeling. The weight-of-evi-
dence analysis should incorporate any 
existing data on humans and animals, 
validated in vitro or in silico test results 
(valid tests are identified on the Com-
mission’s animal testing Web site at: 
http://www.cpsc.gov/library/ 
animaltesting.html), the substance’s der-
mal toxicity, evidence of corrosivity/ir-
ritation of one or more structurally re-
lated substances or mixtures of such 
substances, data demonstrating low or 
high pH (≤2 or ≥11.5) of the substance, 
and any other relevant physico-

chemical properties that indicate the 
substance might be a dermal corrosive 
or irritant. If there is any indication 
from this analysis that the substance 
is either corrosive or irritating to the 
skin, the substance should be labeled 
appropriately. If the substance is not 
corrosive in vitro, but no data exist re-
garding its irritation potential, human 
patch testing should be considered. If 
in vitro data are unavailable, human 
patch testing is not an option, and 
there are insufficient data to deter-
mine the weight-of-evidence, a tiered 
in vivo animal test is recommended. 

(A) In a tiered in vivo dermal study, a 
single rabbit is tested initially. If the 
outcome is positive for corrosivity, 
testing is stopped, and the substance is 
labeled appropriately. If the substance 
is not corrosive, two more rabbits 
should be patch-tested to complete the 
assessment of skin irritation potential. 

(B) If a tiered test is not feasible, the 
Commission recommends the test 
method described in § 1500.41. Note that 
in any in vivo dermal irritation test 
method, the Commission recommends 
using a semiocclusive patch to cover 
the animal’s test site and eliminating 
the use of stocks for restraint during 
the exposure period, thereby allowing 
the animal free mobility and access to 
food and water. 

(iii) Ocular irritation. A weight-of-evi-
dence analysis is recommended to 
evaluate existing information before 
any in vivo ocular irritation testing is 
considered. This analysis should incor-
porate any existing data on humans 
and animals, validated in vitro or in 
silico test data (identified on the Com-
mission’s animal testing Web site at: 
http://www.cpsc.gov/library/ 
animaltesting.html), the substance’s der-
mal corrosivity/irritation (primary 
skin irritants and corrosives are also 
usually eye irritants and therefore do 
not need to be tested in the eye), evi-
dence of ocular irritation of one or 
more structurally related substances 
or mixtures of such substances, data 
demonstrating high acidity or alka-
linity of the substance, and any other 
relevant physicochemical properties 
that indicate the substance might be a 
dermal corrosive or irritant or ocular 
irritant. 
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(A) When the weight-of-evidence is 
insufficient to determine a substance’s 
ocular irritation, a Commission-ap-
proved in vitro or in silico assay for ocu-
lar irritancy should be run to assess 
eye irritation potential and determine 
labeling. Examples of Commission-vali-
dated in vitro assays are identified on 
the Commission’s animal testing Web 
site at: http://www.cpsc.gov/library/ 
animaltesting.html). If no valid in vitro 
test exists, the test strategy for deter-
mining dermal corrosion/irritation out-
lined in paragraph (b)(1)(ii)(B) of this 
section can be followed to determine 
ocular irritation. 

(B) If the dermal test strategy out-
lined in section paragraph (b)(1)(ii)(B) 
of this section leads to a conclusion of 
not corrosive, a tiered in vivo ocular ir-
ritation test should be performed, in 
which a single rabbit is exposed to the 
substance initially. If the outcome of 
this initial test is positive, testing is 
stopped, and the substance is labeled 
an eye irritant. If the outcome of this 
initial test is negative, one to two 
more rabbits are tested for ocular irri-
tation, and the outcome of this test 
will determine the label. If a tiered 
test is not feasible, the Commission 
recommends the test method described 
in § 1500.42. 

(C) When any ocular irritancy testing 
on animals is conducted, including the 
method described in § 1500.42, the Com-
mission recommends a threefold plan 
to reduce animal suffering: The use of 
preemptive pain management, includ-
ing topical anesthetics and systemic 
analgesics that eliminate or reduce 
suffering that may occur as a result of 
the application process or from the test 
substance itself (an example of a typ-
ical preemptive pain treatment is two 
applications of tetracaine ophthalmic 
anesthetic, 10–15 minutes apart, prior 
to instilling the test material to the 
eye); post-treatment with systemic an-
algesics for pain relief; and implemen-
tation of humane endpoints, including 
scheduled observations, monitoring, 
and recording of clinical signs of dis-
tress and pain, and recording the na-
ture, severity, and progression of eye 
injuries. The specific techniques that 
have been approved by the Commission 
can be found at: http://www.cpsc.gov/li-
brary/animaltesting.html. 

(iv) Dermal sensitization. An accept-
able in vitro test method (examples of 
valid in vitro tests are identified on the 
Commission’s animal testing Web site 
at: http://www.cpsc.gov/library/ 
animaltesting.html), or weight-of-evi-
dence analysis is recommended before 
in vivo animal sensitization testing is 
considered to determine appropriate 
cautionary labeling. The weight-of-evi-
dence analysis should incorporate any 
existing data on humans and animals, 
validated in vitro or in silico test re-
sults, and any relevant physico-
chemical properties that indicate the 
substance might be a dermal sensitizer. 
If there is any indication from this 
analysis that the substance is sensi-
tizing to the skin, the substance should 
be labeled appropriately. 

(2) [Reserved] 

[77 FR 73288, Dec. 10, 2012] 

IMPORTS 

§ 1500.265 Imports; definitions. 

For the purposes of the regulations 
prescribed under section 14 of the act: 

(a) The term owner or consignee 
means the person who has the rights of 
a consignee under the provisions of the 
Tariff Act of 1930 (secs. 483, 484, 485, 46 
Stat. 721 as amended; 19 U.S.C. 1483, 
1484, 1485). 

(b) The term area office director means 
the director of the area office of the 
Consumer Product Safety Commission 
having jurisdiction over the port of 
entry through which a hazardous sub-
stance is imported or offered for im-
port, or such officer of the area office 
as he may designate to act in his behalf 
in administering and enforcing the pro-
visions of section 14 of the act. 

§ 1500.266 Notice of sampling. 

When a sample of a hazardous sub-
stance offered for import has been re-
quested by the director of the area of-
fice, the collector of customs having 
jurisdiction over the hazardous sub-
stance shall give to the owner or con-
signee prompt notice of delivery of, or 
intention to deliver, such sample. Upon 
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